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Summary 
 
 On September 1, 2004, P.L. 2004, c. 136, codified at N.J.S.A. 26:2H-
12.27 through 12.32 (hereinafter referred to as "the Act"), was enacted. The Act 
requires the Commissioner of Health and Senior Services to designate licensed 
general hospitals that meet certain standards outlined in the Act as stroke 
centers. N.J.S.A. 26:2H-12.28. The new rules implementing the provisions of the 
Act were proposed on January 3, 2006 as N.J.A.C. 8:43G-7A (38 N.J.R. 91(a)) 
and were adopted without change on February 5, 2007 (39 N.J.R. 439(a)). 
Amendments set forth at N.J.A.C. 8:43G-7A.3 and 7A.7, regarding the degree of 
oversight necessary for the reading of neuro-imaging studies on suspected 
stroke patients and the minimum timeframe for the performance of neuro-
interventional procedures, were proposed simultaneously with the adoption of the 
subchapter on February 5, 2007 (39 N.J.R. 336(a)). These amendments were 
adopted on November 19, 2007 (39 N.J.R. 4928(b)). 
 
 The Department proposes to amend N.J.A.C. 8:43G-7A.6(b) to require 
that all general hospitals licensed by the Department and designated as either 
comprehensive or primary stroke centers submit a robust dataset to the 
Department in order to establish an Acute Stroke Data Registry. The Department 
convened a Stroke Advisory Panel (SAP), consisting of clinicians with expertise 
in stroke care. Since February, 2008, the Department has been meeting with the 
Stroke Advisory Panel Evaluation Subcommittee, to determine the patient-level 
data necessary for the evaluation of outcomes. The proposed amendments 
would require the submission of patient-level data that are consistent with other 
stroke data registries. These registries include the American Heart 
Association/American Stroke Association's Get With The Guidelines, the Centers 
for Disease Control and Prevention's Paul Coverdell's National Acute Stroke 
Registry, and Qual Worx Beacon, and are used by many State-designated stroke 
centers. 
 
 The current data reporting requirements set forth at N.J.A.C. 8:43G-7A.6 
were considered by both the Department and the Stroke Advisory Panel as 
insufficient to achieve the intended purpose of forming the basis for comparative 
evaluation of hospital performance in the treatment of stroke patients. The 
existing minimum patient-level stroke data reporting requirements set forth at 
N.J.A.C. 8:43G-7A.6(b)1 through 7 would be deleted and replaced with a 
standardized, acute stroke registry presented in the subchapter Appendix. The 
Department would act as the repository for the acute stroke data. The data that is 
submitted would contain medical information collected on patients evaluated for 
stroke and patients who receive acute stroke interventional therapy, including: 
hospital identification and patient demographic data; pre-hospital emergency 
medical system data; hospitalization data; imaging information; symptom 
timeline; thrombolytic treatment; non-treatment with thrombolytics; medical 
history; in-hospital procedures and treatment; other in-hospital complications; 



41 N.J.R. 700(a)   February 2, 2009 

and discharge status. 
 
 These stroke data would be submitted on a quarterly basis by both the 
State's designated comprehensive and primary stroke centers in accordance with 
amendments set forth at N.J.A.C. 8:43G-7A.6(a). The amendments would 
require that the patient-level data collected based on the acute stroke registry 
shall be submitted by e-mail as an encrypted electronic file or on a computer disk 
mailed to the Office of Health Care Quality Assessment. The data collection 
instructions manual would provide details on data submissions procedure and 
this document will be posted on the Office of Health Care Quality Assessment's 
website. Stroke centers would also be able to obtain instructions for the 
electronic transmission of data by calling the Office of Health Care Quality 
Assessment. 
 
 Proposed N.J.A.C. 8:43G-7A(d) would provide that the patient-level data 
that is submitted in the data collection format shall not be subject to public 
access or inspection under the New Jersey Open Public Records Act, N.J.S.A. 
47:1A-1 et seq. 
 
 In addition, the Department is proposing an amendment, set forth at 
N.J.A.C. 8:43G-7A.6(a)1, which would indicate that the data is to be submitted 
for all patients that are either evaluated for stroke or receive a stroke intervention 
as opposed to any other form of intervention. 
 
 Because the Department has provided a 60-day comment period for this 
notice of proposal, this notice is excepted from the calendar requirement set forth 
at N.J.A.C. 1:30-3.3(a)5. 

 
 Social Impact 

 
 The legislative intent of the Act is to optimize treatment and care for New 
Jersey residents who have a stroke. N.J.S.A. 26:2H-12.27. The Department's 
intent in proposing these amendments and new rule is to implement the 
provisions of the Act, consistent with the legislative intent. Research suggests 
that appropriate utilization of primary stroke centers has the potential to improve 
patient care, reduce patient morbidity, as well as mortality resulting from stroke, 
result in fewer peristroke complications, improve long-term outcomes for stroke 
patients and result in increased patient satisfaction. Patient-level data that would 
be submitted by each designated stroke center would form the basis for 
evaluation efforts of health care facilities to help them improve quality of care for 
their stroke patients. 
 
 The proposed amendments and new rule would establish criteria for 
submission of comprehensive patient-level data by the facilities, which would be 
used to promote quality of care. In proposing these amendments and new rule, 
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the Department has relied on the clinical expertise of its Stroke Advisory Panel. 
The Department believes that the social impact of requiring all designated stroke 
centers to provide a comprehensive clinical data on stroke patients would be 
positive since it provides a proper foundation to evaluate patient outcome and 
care. 
 
 At the present time there are 11 general hospitals designated as 
comprehensive stroke centers and 30 general hospitals designated as primary 
stroke centers in New Jersey. 

 
Economic Impact 

 
 The Department is not in a position to determine the economic impact 
upon any particular party as a result of the proposed amendments and new rule. 
However, the Department believes that the overall economic impact would be 
positive, notwithstanding that hospitals would incur some expenses in trying to 
meet the proposed data collection and transmission requirements. The actual 
expenses involved would vary from one hospital to another based on their 
current resources and the number of patients evaluated for stroke and who 
receive acute stroke interventional therapy. 
 
 The proposed amendments and new rule will permit designated stroke 
centers to provide more effective continuous quality improvement activities by 
standardizing clinical data collection that would facilitate the integration of 
individual hospital performance data with available regional, State and national 
data and improve the quality of stroke treatment. 

 
Federal Standards Statement 

 
The proposed amendments and new rule would not impose standards on 
hospitals in New Jersey that exceed those contained in Federal law or regulation. 
Since there is currently no Federal regulation governing stroke centers, as 
described herein, a Federal standards analysis is not necessary for these 
proposed amendments and new rule. 
  

Jobs Impact 
 
 The Department does not expect that the proposed amendments and new 
rule would increase or decrease the number of jobs available in licensed health 
care facilities. 

 
 Agriculture Industry Impact 

 
 The proposed amendments and new rule would have no impact on the 
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agriculture industry in New Jersey. 
  

Regulatory Flexibility Statement 
 

 The proposed amendments and new rule would impose requirements only 
on general hospitals licensed in New Jersey, which are not considered to be 
"small businesses" within the meaning of the Regulatory Flexibility Act, N.J.
S.A. 52:14B-16 et seq., as each employs more than 100 people full-time. 
Therefore, the proposed amendments and new rule would impose no 
compliance, reporting or recordkeeping requirements on small businesses, and 
no regulatory flexibility analysis is necessary. 
  

Smart Growth Impact 
 

 The proposed amendments and new rule would have no impact upon the 
achievement of smart growth and implementation of the State Development and 
Redevelopment Plan. 
  

Housing Affordability Impact 
 
 The proposed amendments and new rule will have an insignificant impact 
on affordable housing in New Jersey and there is an extreme unlikelihood that 
the rules would evoke a change in the average costs associated with housing 
because the rules concern the submission of clinical stroke patient data to the 
Department. 
  

Smart Growth Development Impact 
 
 The proposed amendments and new rule will have an insignificant impact 
on smart growth and there is an extreme unlikelihood that the rules would evoke 
a change in housing production in Planning Areas 1 or 2 or within designated 
centers under the State Development and Redevelopment Plan in New Jersey 
because the rules concern the submission of clinical stroke patient data to the 
Department. 
  
 Full text of the proposal follows (additions indicated in boldface thus; 
deletions indicated in brackets [thus]): 
  
8:43G-7A.6   Primary stroke center continuous quality improvement 
  
 (a) A hospital designated as a primary stroke center shall collect patient-
level data to support evaluation of outcomes and quality improvement activities. 
  
 1. Data shall be collected on each patient evaluated for stroke and each 
patient receiving acute stroke interventional therapy. 



41 N.J.R. 700(a)   February 2, 2009 

  
 2. Data shall be submitted on a quarterly basis, with quarterly data 
submitted within 30 days of the end of each quarter, either through an 
encrypted electronic transmission, or on a computer disk sent by overnight 
mail to: 
    Stroke Data Coordinator 
    Office of Health Care Quality Assessment 
    240 West State Street, 11th Floor 
    Trenton, New Jersey 08608 
  
 3. Instructions for the electronic transmission of data may be 
obtained from the stroke data collection instructions manual posted at the 
Office of Health Care Quality Assessment's website 
www.nj.gov/health/healthcarequality or by calling (609) 984-7334. 
  
 (b) The hospital shall [track, at a minimum: 
  
 1. The number of patients evaluated for acute stroke and transient 
ischemic attacks; 
  
 2. The number of patients receiving acute interventional therapy; 
  
 3. The amount of time from patient presentation to delivery of acute 
interventional therapy; 
  
 4. Patient length of stay; 
  
 5. Patient functional outcome at time of discharge from the acute care 
facility; 
  
 6. Patient morbidity; and 
  
 7. Discharge disposition.] submit, pursuant to (a) above, the patient-
level data collection form established at N.J.A.C. 8:43G-7A Appendix, 
incorporated herein by reference, which shall include the following 
information: 
  
 1. Hospital identification and patient demographic data; 
  
 2. Pre-hospital emergency medical system data; 
  
 3. Hospitalization data; 
  
 4. Imaging information; 
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 5. Symptom timeline; 
  
 6. Thrombolytic treatment; 
  
 7. Non-treatment with thrombolytics; 
  
 8. Medical history; 
  
 9. In-hospital procedures and treatment; 
  
 10. Other in-hospital complications; and 
  
 11. Discharge data. 
  
 (c) (No change.) 
  
 (d) The patient-level data submitted pursuant to this section contains 
medical information related to patients evaluated for stroke and patients 
receiving stroke interventional therapy and shall not be considered 
"government records" subject to public access or inspection within the 
meaning of N.J.S.A. 47:1A-1 et seq., and shall be deemed information 
relating to medical history, diagnosis, treatment or evaluation within the 
meaning of Executive Order No. 26, §4(b)1 (McGreevey, August 13, 2002). 
   
 Appendix 
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